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24 TORt, 2011 

RTOf# 45(3?).-3#?4 3TR TOTO TOT# fWT, 

1945 44 3#; R#TO 4*3 # fcTR 4#P?4 Iwif 44 TOR 
3##? 3k RRT44 TO# RfafaTO, 1940 (1940 44 23 ) 

toi 2 3 # to 33 #t to^rr tot # w?, ww ) 
TO 11, RT5 3, (i), TOTRT 20 Sfrfcr, 2009 # TO 

R<°hK # ?4TR4 sft? 4f<Rk R^ld'M (4RTRR f^TO) 

4>t 3ffN^=Mi wshiV RT.44.l4. 262(3?), cifOtei 20 3#<4, 
2009 TO TOffRcT T(f # #TR^ ff£ <*#*1## fa4# 
TTMTf^TcT ifi #t RTO4T # 4R 4Rt?4 # fTO# 4R W 4ff 
#4# "tot 44 4Ri # ^ «ff # 45 #4 4ft sr#? 

RTOT #1 # 3?T#q 3TR ?pT5f R# 4R 

TO 444 RTO4 4ft #4# TO41 4ft 22-4-2009 4ft 
TOTO4RT#4| 8ff; 

3# «£*#<? VR<f)H ^R1 yiRR 1444 4? "SUTcTT # 
TO 34^# aft? ?pr# 4? f#4R 4R #4? 44T t; 

3T4:, TO, ##fa RRTO, TO TOTOeR 4ft TO 12 
3# RRT 33 TO 3TTOT ViRki# 44 4#4 4Rft 1[R 3T#f4 
a chilli RETTTOR 3ft4f4 all? 4R144 

klkifl f44R, 1945 44 afl? ?p#44 4># # f#R Rl^dRlftsifl 
tTO TO# t, 3?R# : — 

]. (l) T5 fwff 44 rTtot TO 3#?fa aft? 4RT44 
RT4# (TOn R#44) fro, 2011 t I 
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(2) R 7R44R 3?fcT4 444YFT 4ft cT#?4 44 TOT #4 I 

2. #Wf4 3# 4RT44 'TO# #44, 1945 # 144E 
122^- # R. (i), # f#R?TOlTOTf # F1H 4? fdHfrrlfeRT 
7M ^TTOT, 344# :-— 

“ (i) r# a?k TfRfer (3TK-#roTj # 

^4TO TOfTO a#rfro TO TO TO #4 4^ 
fwr 21 # ar#r appf# arfTOTfl to 3F44I TOf#r 
TO;” i 

[4TT. ^T. TO“11014/10/2010 # TO ^#1 

arro -tot, TOr 

4T^ 3?f4?5^RT RTRT # T1TO4 ^ 3Tf#^TO 

TO-28-10/45-TO1), ^#5 21 f#TO, 
1945 # y^fRid #14^ # a^? aff?n? k'yi)44 
aTOjro ri.^tt.Ir. 683(3?), TOri 
19-8-2010 TO fTO TO I 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 
NOTIFICATION 

New Delhi, the 24lh January, 2011 

G.S.R. 45(E). —Whereas a draft of certain rules 
further to amend the Drugs and Cosmetics Rules, 1945, 
was published, as required by Sections 12 and 33 of the 
Drugs and Cosmetics Act, 1940 (23 of 1940), in the Gazette 
of India, Extraordinary, Part II, Section 3, Sub-section (i), 
dated the 20th April, 2009 under the notification of the 
Government of India, Ministry of Health and Family Welfare 


(i) 
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(Department of Health), number G.S.R. 262(E), dated 20th 
April, 2009, inviting objections and suggestions from all 
persons likely to be affected thereby, before the expiry of a 
period of forty-five days from the date on which the copies 
of the Official Gazette containing the said notification were 
made available to the public; 

And whereas copies of the Gazette were made 
available to the public on 22-4-2009; 

And whereas, objections and suggestions received 
from the public on the said rules have been considered by 
the Central Government; 

Now, therefore, in exercise of the powers conferred 
by Sections 12 and 33 of the said Act, the Central 
Government, after consultation with the Drugs Technical 
Advisory Board, hereby makes the following rules further 
to amend the Drugs and Cosmetics Rules, 1945, namely:— 


| Part IJ -Src.3(i)] 

1. (1) These rules may be called the Drugs and 
Cosmetics (1st Amendment) Rules, 2011. 

(2) They shall come into force on the date of their 
publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, in rule 
122E, in the Explanation for item (i), the following shall be 
substituted, namely :— 

“(i) ail vaccines and Recombinant DNA (r-DNA) 
derived drugs shall be new drugs unless certified 
otherwise by the Licensing Authority under rule 21;”. 

[F. No. X-11014/10/2007-DFQC] 
ARIJN PANDA, Jt. Secy. 

Foot Note.—The principal rules were published in the 
Official Gazette vide notification No. F. 28-10/ 
45-H(l), dated 21 st December, 1945 and last 
amended vide G.S.R. 683(F), dated 19-8-2010. 
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